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What is claimed: 



A method of diagnosing a thyroid condition in a 
subject which comprises: 

a) obtaining a suitable urine sample from the 
subj ect ; 



10 



b) \ determining the concentration of thyroid 
stimulating hormone in the sample by a method 
which is not a radioimmunoassay; and 



iff 
Iti 



15 



c) comparing the concentration of thyroid 
stimulating hormone with a urinary 
concentration of thyroid stimulating hormone in 
a normal\subj ect ; 
wherein : 



20 



i) a conce^^k^tion of thyroid stimulating 
hormone wh^ich is higher than the urinary 
concentration of thyroid stimulating 
hormone in £iie normal subject diagnoses 
hypothyroidismvin the subject; and 



25 



ii) a concentration \>f thyroid stimulating 
hormone which is l\j>wer than the urinary 
concentration of ^hyroid stimulating 
hormone in the normal, subject diagnoses 
hyperthyroidism in the Nsubj ect . 



30 



35 



2. The method of ^ibaim^l, wherein step (Js>) comprises: 

(1) contacting an agent capable <s>f binding to 
thyroid stimulating hormone wift^h the urine 
sample so as to bind thyroid \stimulating 
hormone which is present in the sample to the 



agent ; 



\ 



(X)^ removing unbound urine sample; 

(3) \contacting the bound thyroid stimulating 

lib^rmone with a detectable agent capable of 
binolxig to thyroid stimulating hormone so as to 
bind tft^ detectable agent to the bound thyroid 
stimulatiha hormone ; 

(4) removing unbound detectable agent; and 

(5) determining the amount of detectable agent 
which is boundXto the thyroid stimulating 
hormone, thereby determining the amount of 
thyroid stimulating \jiormone in the urine 
sample . 



The>method of claim 2, wherein the agent capable of 
binding to thyroi£K^f:imulating hormone of step (1) 
is an antibody which binds to thyroid stimulating 
hormone . 



The method of^ 



aim 2, wherein the agent capable of 
imulating hormone of step (1) 



binding to thyi^id 

is a thyroid stimulating hormone receptor 




The method of -cj^aktw^2.^ wherein the detectable agent 



is an antibody whic5T""binds to an epitope on thyroid 



stimulating hormone whi^h differs from the epitope 
to which the agent of step (1) binds. 



The method o f "^c^im^2^ whereMn the detectable agent 
is labeled with a detectable marker. 



The method of 




im 1 , 



wherein^ a concentration 
greater than 0.35 /iIU/mT diagnoses hypothyroidism in 
the subj ect . 



\ 
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The methochi<^f_claim 1, wherein a concentration less 
than 0.04 /ilU/rtpt^diagnoses hyperthyroidism in the 
subject; 



A method of diagnosing a thyroid condition in a 
subject which comprises: 

a) obtaining a suitable urine sample from the 
subject ; 



b) determining the concentration of 
triiodothyronine in the sample by a 
method which is not a radioimmunoassay; 
and 



c) comparing the concentration of 
triiodothyronine with a urinary 

concentration of triiodothyronine in a 
normal subject; 
wherein 

i) a concentration of triiodothyronine 
which is lower than the urinary 
concentration of triiodothyronine in 
the normal subject diagnoses 
hypothyroidism in the subject; and 



ii) a concentration of triiodothyronine 
which is higher than the urinary 
concentration of triiodothyronine in 
the normal subject diagnoses 
hyperthyroidism in the subject. 



The method of claim 9, wherein step (b) comprises: 
(1) contacting^arT^Hgent capable of binding to 
triiodothyronine with a pre-determined amount 



of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 
urine sample; 

(2) determining the amount of detectable 
triiodothyronine which is bound to the agent, 
wherein the difference between the pre- 
determined amount of detectable 
triiodothyronine and the amount of detectable 
triiodothyronine which is bound indicates the 
amount of triiodothyronine present in the urine 
sample . 

The method of^claim 9, wherein step (b) comprises: 

(1) contacting arf\^gent capable of binding to 
triiodothyronine with a pre-determined amount 
of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 
urine sample, - 

(2) determining the amount of detectable 
triiodothyronine which is not bound to the 
agent, thereby determining the amount of 
triiodothyronine present in the urine sample. 

The method of--Qlaim 10 or 11, wherein the agent of 
step (1)\ which^is capable of binding to 
triiodothyronine is an antibody. 

The method of cla^alO or 11, wherein the agent of 
step (1) which iNs capable of binding to 
triiodothyronine is a triiodothyronine receptor. 
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Tli^ method of claim 10 or 11 , wherein the detectable 
triiodothyronine^ Ts^-labeled with a detectable 
marker . 



9, wherein a concentration less 



The method of c. 

than 0.3 ng/ml^ diagnoses hypothyroidism in the 
sub j ect . 

The method of^-ciaim\9, wherein a concentration 
greater than 1.5 ng/ml^diagnoses hyperthyroidism in 
the subject 




A method of diagnosing a thyroid condition in a 
subject which comprises: 

a) obtaining a suitable urine sample from the 
subject ; 



b) determining the concentration of 
triiodothyronine- sulfate in the sample by 
a method which is not a radioimmunoassay ; 
and 

c) comparing the concentration of 
triiodothyronine- sulfate with a urinary 
concentration of triiodothyronine-sulfate 
in a normal sub j ect ; 

wherein 

i) a concentration of triiodothyronine - 
sulfate which is lower than the 
urinary concentration of 

triiodothyronine-sulfate in the 
normal subject diagnoses 

hypothyroidism in the subject; and 



ii) a concentration of triiodothyronine- 
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sulfate which is higher than the 
urinary concentration of 

triiodothyronine-sulfate in the 
normal subject diagnoses 

hyperthyroidism in the subject. 

method o.f__cl^im^ 1 7 , wherein step (b) comprises: 
contacting an agent capable of binding to 
triiodothyronine-sulfate with a pre-determined 
amount of detectable triiodothyronine-sulfate 
and the urine sample, so as to form a complex 
between the agent and (i) the detectable 
triiodothyronine- sulfate or (ii) the 

triiodothyronine-sulfate present in the urine 
sample; 

determining the amount of detectable 
triiodothyronine-sulfate which is bound to the 
agent, wherein the difference between the pre- 
determined amount of detectable 
triiodothyronine -sulfate and the amount of 
detectable triiodothyronine-sulfate which is 
bound indicates the amount of triiodothyronine - 
sulfate present in the urine sample. 

method of claim 18, wherein step (b) comprises: 
contacting "an agent capable of binding to 
triiodothyronine-sulfate with a pre-determined 
amount of detectable triiodothyronine- sulfate 
and the urine sample, so as to form a complex 
between the agent and (i) the detectable 
triiodothyronine-sulfate or (ii) the 

triiodothyronine-sulfate present in the urine 
sample ; 

determining the amount of detectable 
triiodothyronine-sulfate which is not bound to 
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the agent , thereby determining the amount of 
triiodothyronine- sulfate present in the urine 
sample . 

The\method of cl-a^m^j-8 _ ojr 19, wherein the agent of 
step \ (1) which is capable of binding to 
triiodothyronine- sulfate is an antibody. 



The method of cla-i-r 
step (1)\ which 



triiodothyronine- sulfate 



JL8 or 19, wherein the agent of 
is capable of binding to 
is a triiodothyronine 



receptor . 



PL 



The method of cla^Si-^^S^or^ 19 , wherein the detectable 
triiodothyronine- sulfate is labeled with a 
detectable marker . 



The method of-^claim \17, wherein a concentration 
lower than 0.1 ng/ml^5l^^ioses hypothyroidism in the 
subj ect . 



The method of cl-aim 17, wherein a concentration 
higher than 0.5 ng/ml oiagnoses hyperthyroidism in 
the subj ect . 



A method of diagnosing a thyroid condition in a 
ubject which comprises: 

n^) obtaining a suitable urine sample from the 
subject ; 




b) determrajpg the concentration of thyroxine 
present in^t>tie sample by a method which is 
not a radioimmunoassay; 



c) 



comparing the concentration of thyroxine 
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wi\h a urinary concentration of thyroxine 
in M normal subject; 
wherean 

i) a\ concentration of thyroxine which 
is\ lower than the concentration of 
thyroxine in the normal subject 
diagnoses hypothyroidism in the 
subject; and 



10 



T-5 = 



15 



26 



20 



25 



30 



27 



ii) a concentration of thyroxine which 
is higher than the urinary 
concentration of thyroxine in the 
normal \ subject' diagnoses 
hyperthyroidism in the subject. 



The method 
(1) 



35 



laim 25, wherein step (b) comprises: 
contacting arT-^agent tiamscble of binding to 
thyroxine with a pre A<tfej2rermined amount of 
detectable thyroxine and\ the urine sample, so 
as to form a complex between the agent and (i) 
the detectable thyroxine of (ii) the thyroxine 
present in the urine samj 
(2) determining the amount of detectable thyroxine 
which is bound to the accent, wherein the 
difference between the pre-defeermined amount of 
detectable thyroxine and \the amount of 
detectable thyroxine which is \bound indicates 
the amount of thyroxine present in the urine 
sample . 

The method of^cl^^i^ZS^, wherein step \b) comprises: 
(1) contacting an agent capable ofi binding to 
thyroxine with a pre -determined amount of 
detectable thyroxine and the urinA sample, so 
as to form a complex between the agent and (i) 
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"the detectable thyroxine or (ii) the thyroxine 
preseit^in the urine sample; 
(2) determining^the amount of detectable thyroxine 
which is not o©o«incy t/o the agent, thereby 
determining the amounfx^pf thyroxine present in 
the urine sample . 

Th^ method of claiin_^26^or 27, wherein "bhe agent of 
steA (1) which is capable of binding to thyroxine is 
an antibody . 

The methc^d of cl~ai-m^26 or 27, wherein the agent of 
step (1) which is capable^of binding to thyroxine is 
a thyroxine receptor. 



The method of c 
thyroxine is lab^5 



16 or 27, wherein the detectable 
witiKa detectable marker. 



The method of "^ci^jLmX 25 , wherein a concentration 
lower than 0.3 ng/ml diagnoses hypothyroidism in the 
subject . 



The method of "cl?a>i4n^25^ herein a concentration 
higher than 1.5 ng/ml diagnoses hyperthyroidism in 
the subject. 



A method of diagnosing a thyroid condition in a 
subject which comprises: 

a) obtaining a suitable urine sample from the 
subj ect ; 



b) determining the concentration of 
thyroxine-glucuronide present in the 
sample by a method which is not a 
radioimmunoassay; 



c) comparing the concentration of thyroxine - 
glucuronide with a urinary concentration 
of thyroxine-glucuronide in a normal 
subject ; 
wherein 

i) a concentration of thyroxine- 
glucuronide which is lower than the 
concentration of thyroxine- 

glucuronide in the normal subject 
diagnoses hypothyroidism in the 
subject; and 



ii) a concentration of thyroxine- 
glucuronide which is higher than the 
urinary concentration of thyroxine- 
glucuronide in the normal subject 
diagnoses hyperthyroidism in the 
subj ect . 

method of-^qlaim 33, wherein step (b) comprises: 
contacting an^agent capable of binding to 
thyroxine-glucuronide with a pre-determined 
amount of detectable thyroxine-glucuronide and 
the urine sample, so as to form a complex 
between the agent and (i) the detectable 
thyroxine-glucuronide or (ii) the thyroxine- 
glucuronide present in the urine sample; 
determining the amount of detectable thyroxine- 
glucuronide which is bound to the agent, 
wherein the difference between the pre- 
determined amount of detectable thyroxine- 
glucuronide and the amount of detectable 
thyroxine-glucuronide which is bound indicates 
the amount of thyroxine-glucuronide present in 
the urine sample. 
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10 



35. The method of cl^im 33, wherein step (b) comprises: 

(1) contacting an a^ent capable of binding to 
thyroxine -glucuronide with a pre-determined 
amount of detectable thyroxine -glucuronide and 
the urine sample, so as to form a complex 
between the agent and (i) the detectable 
thyroxine-glucuronide or (ii) the thyroxine- 
glucuronide present in the urine sample; 

(2) determining the amount of detectable thyroxine- 
glucuronide which is not bound to the agent, 
thereby determining the amount of thyroxine- 
glucuronide present in the urine sample. 



36. The\method of clalnKi^j or 35, wherein the agent of 
15 step\(l) which is capable&f binding to thyroxine- 

glucuronide is an antibody. 



20 



37. The method of cla±ra^J34 or 35, wherein the agent of 
step (1) ^hich is capabl^ of binding to thyroxine - 
glucuronide\ is a thyroxine receptor. 



25 



38 



39 



The method of j& Laim 34 or 35, wherein the detectable 
thyroxine -glucu^pnide Unlabeled with a detectable 
marker . 



The method of claif 
lower than 0 . 1 ng/ml 
subj ect . 



33, wherein a concentration 
iTagnoses hypothyroidism in the 



30 40. The method of cl^iiB^3^, V wherein a concentration 
higher than 0.5 ng/ml diagnoses hyperthyroidism in 
the subject. 



35 



41 . 



A method of diagn&sj^ng a\ thyroid condition in a 
subj ect which comprises : 
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obtaining a suitable urine sample from the 
subj ect ; 

determining the concentration of thyroid 
stimulating hormone and the concentration 
of triiodothyronine in the sample by a 
method which is not a radioimmunoassay; 

comparing the concentration of thyroid 
stimulating hormone with a urinary 
concentration of thyroid stimulating 
hormone in a normal subject and comparing 
the concentration of triiodothyronine 
with a urinary concentration of 
triiodothyronine in a normal subject; 
wherein 

i) a concentration of thyroid 
stimulating hormone which is higher 
than the urinary concentration of 
thyroid stimulating hormone in the 
normal subject, and a concentration 
of triiodothyronine which is lower 
than the urinary concentration of 
triiodothyronine in the normal 
subject, diagnoses hypothyroidism in 
the subj ect ; and 

ii) a concentration of thyroid 
stimulating hormone which is lower 
than the urinary concentration of 
thyroid stimulating hormone present 
in the normal subject, and a 
concentration of triiodothyronine 
which is higher than the urinary 
concentration of triiodothyronine in 
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the normal subject, diagnoses 
hyperthyroidism in the subject. 




The method of~~"c11^^a41 , wherein step (b) comprises: 



(1) contacting an agent capable of binding to 
thyroid stimulating hormone with the urine 
sample so as to bind thyroid stimulating 
hormone which is present in the sample to the 
agent ; 

(2) removing unbound urine sample; 

(3) contacting the bound thyroid stimulating 
hormone with a detectable agent capable of 
binding to thyroid stimulating hormone so as to 
bind the detectable agent to the bound thyroid 
stimulating hormone; 

(4) removing unbound detectable agent; and 

(5) determining the amount of detectable agent 
which is bound to the thyroid stimulating 
hormone, thereby determining the amount of 
thyroid stimulating hormone in the urine 
sample . 

The method of--cXaim 42, wherein the agent capable of 
binding to thyroid stimulating hormone of step (1) 
is ark antibody which binds to thyroid stimulating 
hormone\ 

The method of "Trtaim 42, wherein the agent capable 



of binding toNthyroid stimulating hormone of step 
(1) is a receptorvwhich binds to thyroid stimulating 
hormone . 




The method of clarttt^4^Awherein the detectable agent 
is an antibody which bincfe^to an epitope on thyroid 
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stitaulating hormone which differs from the epitope 
to whiciKthe agent of step (1) binds. 

The method of,-ci^|n 4 2 , wherein the detectable agent 
is labeled with a detectable marker. 

The method of claim 41, wherein step (b) comprises: 

(1) contact ing^ari^^gent capable of binding to 
triiodothyronine with a pre-determined amount 
of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 
urine sample; 

(2) determining the amount of detectable 
triiodothyronine which is bound to the agent, 
wherein the difference between the pre- 
determined amount of detectable 
triiodothyronine and the amount of detectable 
triiodothyronine which is bound indicates the 
amount of triiodothyronine present in the urine 
sample . 

The method of cira4jn_ 41 , wherein step (b) comprises: 

(1) contacting an agent capable of binding to 
triiodothyronine with a pre-determined amount 
of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 
urine sample; 

(2) determining the amount of detectable 
triiodothyronine which is not bound to the 
agent, thereby determining the amount of 
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triiodothyronine present in the urine sample. 

method of claim 47 or 48 ; wherein the agent 
capkjple of binding^to^feriiodothyronine of step (1) 
is arlv antibody which is capable of binding to 
t ri iodoohyronine . 



The method \of claijii^^T^^r 48, wherein the agent 
capable of binding to triiodothyronine of step (1) 
is a triiodothyronine receptor. 




7 or 48, wherein the detectable 
B^led with a detectable 



The method of cla 
triiodothyronine 
marker . 



The method of claim 41, wherein a concentration of 



thyroid stimulating 



rmone^greater than 0.3 5 ^ilU/ml 
and a concentration of triiodothyronine greater 
then 1.5 ng/ml diagnoses hypothyroidism in the 
subj ect . 



The method of-^Qlaim 41, wherein concentration of 
thyroid stimulating^hearmone less than 0.04 ^IU/ml 
and a concentration of triiodothyronine less than 
0.3 ng/ml diagnoses hyperthyroidism in the subject. 



\ 



A method of diagnosing a thyroid condition in a 
subject which comprises: 

obtaining a suitable urine sample from the 
s^GJsdect ; 



b) determining "Hie concentration of thyroid 
stimulating hormorte^and the concentration 
of thyroxine in the "fe^mple by a method 
which is not a radioimmunoassay ; 
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comparing the concentration of thyroid 
stimulating hormone with a urinary 
spncentration of thyroid stimulating 
hotmone in a normal subject and comparing 
the\concentration of thyroxine with a 
urinaVy concentration of thyroxine in a 
normal \ub j ect ; 
wherein 

i) a concentration of thyroid 
stimulating hormone which is higher 
than the Narinary concentration of 
thyroid stimulating hormone in a 
normal subjects a^ti a concentration 
of thyroxine whiscHA i?s lower than the 
urinary concent ration of thyroxine in 
a normal subject, diagnoses 
hypothyroidism in thte subject; and 



ii) a concentration c\f thyroid 
stimulating hormone whi&h is lower 
than the urinary concentration of 
thyroid stimulating hormc^ie ±n a 
normal subject, and a concentration 
of thyroxine which is higher than 
the urinary concentration, of 
thyroxine in a normal subj[ect, 
diagnoses hyperthyroidism in \the 
subject . 



ethod o 
contact 



\ 



^im 53, wherein step (b) comprises: 
apable of binding to 
thyroid st imulatTtng^ hormone with the urine 
sample so as to bind ^Chit^oid stimulating 
hormone which is present in the sample to the 
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10 



agent ; 

(2) removing unbound urine sample; 

(3) cont^-apting the bound thyroid stimulating 
hormone ^s^ith a detectable agent capable of 
binding to 'bhyroid stimulating hormone so as to 
bind the detectable agent to the bound thyroid 
stimulating hormdr 

(4) removing unbound det^Jct/able agent; and 

(5) • determining the amounts^ of detectable agent 
which is bound to the X^hyroid stimulating 
hormone, thereby determining the amount of 
thyroid stimulating hormone "3sri the urine 
sample . 



in 



15 56. TheNriethod of -claim 55, wherein the agent capable of 
bindii^Q to thyroidsTTimulating hormone of step (1) 
is an antibody which binds to thyroid stimulating 
hormone 



in 



20 57. The method o£\cTraim 55, wherein the detectable agent 
is an ant ibodyNwhich Binds to an epitope on thyroid 
stimulating hormqne which differs from the epitope 
to which the agen^Nbf step (1) binds. 



25 



30 



35 



58. The method of^claim 55n, wherein the agent capable 

stimulating hormone of step 
(1) is a receptor which binds to thyroid stimulating 



hormone 



59. The method of claim 55, whereimthe detectable agent 



is labeled with a detectable marker 




\ 



lim 54, whejrain step (b) comprises: 
contacting an ^agen^fe^cgpable of binding to 




thyroxine with a pre-determ 




amount of 



as. 

M 

in 

ill 



C3 



10 



15 



20 



61 
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^detectable thyroxine and the urine sample, so 
to form a complex between the agent and (i) 
tHe detectable thyroxine or (ii) the thyroxine 
present in the urine sample; 
(2) determining the amount of detectable thyroxine 
which \is bound to the agent, wherein the 
difference between the pre -determined amount of 
detectable thyroxine and the amount of 
detectable N^hyroxine which is bound indicates 
the amount oX thyroxine present in the urine 
sample . 



The method^oi 



im 54 \ wherein step (b) comprises 



(1) contacting an ageht: capable of binding to 
thyroxine with a psre-determined amount of 
detectable thyroxine ar\d the urine sample, so 
as to form a complex between the agent and (i) 
the detectable thyroxine or (ii) the thyroxine 
present in the urine sample^ 

(2) determining the amount of detectable thyroxine 
which is not bound to the Nugent, thereby 
determining the amount of thyroxine present in 
the urine sample. 



25 



30 



35 
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63 



64 



TheVme t hod of c 1-c 



>0 or 61, wherein the agent of 



step (LJ which is capable or binding to thyroxine is 
an antiboc 



l«a-iia^60^or 61, wherein the agent of 
" ^ n ~ binding to thyroxine is 




The method of 
step (1) which 
a thyroxine rec 




The method of claim 6 0 Vs ©^l\ wher e in the detectable 
thyroxine is labeled with a detectable marker. 



TheNttethod of"~Trl^diii^54^ wherein a concentration of 
thyroia\stimulating hormone greater than 0.35 //IU/ml 
and a concentration of thyroxine greater then 1.5 
ng/ml diagnoses hypothyroidism in the subject. 

The method of^jrtaj.™ 54, wherein a concentration of 
thyroid stimulat ingrrormone less than 0.04 ^IU/ml 
and a concentration of\thyroxine less than 0.3 
ng/ml diagnoses hyperthyroidism in the subject. 



A method of determining whether a subject being 
treated with thyroxine is receiving a proper dosage 
of thyroxine which comprises: 



a) obtaining a suitable urine sample from the 
subject ; 

b) determining the concentration of thyroid 
stimulating hormone in the sample by a 
method which is not a radioimmunoassay; 
and 



c) comparing the concentration of thyroid 

stimulating hormone with a urinary 

concentration of thyroid stimulating 
hormone in a normal subj ect ; 



wherein a concentration of thyroid stimulating 
hormone which is higher or lower than the 
urinary concentration of thyroid stimulating 
hormone in a normal subject indicates that the 
subject is not receiving the proper dosage of 
thyroxine . 
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10 



is! 
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In 



15 



68. The method of claim 67, wherein step (b) comprises: 

(1) contacting an agent capable of binding to 
thyroid stimulating hormone with the urine 
sample so as to bind thyroid stimulating 
hormone which is present in the sample to the 
agent ; 

(2) removing unbound urine sample; 

(3) contacting the bound thyroid stimulating 
hormone with a detectable agent capable of 
binding to thyroid stimulating hormone so as to 
bind the detectable agent to the bound thyroid 
stimulating hormone ; 

(4) removing unbound detectable agent; and 

(5) determining the amount of detectable agent 
which is bound to the thyroid stimulating 
hormone, thereby determining the amount of 
thyroid stimulating hormone in the urine 
sample . 



Cm 



2 0 69. The \nethod of cTraim 68, wherein the agent of step 
(1) \s an antibody^ which binds to thyroid 
stimulating hormone . 



25 



70 



The method oX cl^m 68, wherein the detectable agent 
is an antibod^V which^binds to an epitope on thyroid 
stimulating hormone which differs from the epitope 
to which the agents^ef^ step (1) binds, 



71. The method of cl v al^f^6^, .wherein the agent of step 
3 0 (1) which is capable ofSbinding to thyroxine is a 

thyroid stimulating hormone receptor. 



72. The method of clainT^^^whereiriS^he detectable agent 
is labeled with a detectable marker. 



35 



The^m^thod of -claim 67, wherein a concentration 
higher than 0.35 pivjmb or a concentration lower 
than 0.04 /i:^tf#ml indicates that the subject is not 
receiving the proper dosage of thyroxine. 

A method of determining whether a subject being 
treated with thyroxine is receiving a proper dosage 
of thyroxine which comprises: 

a) obtaining a suitable urine sample from the 
subj ect ; 



b) determining the concentration of 
triiodothyronine in the sample by a 
method which is not a radioimmunoassay; 
and 

c) comparing the concentration of 
triiodothyronine with a urinary 
concentration of triiodothyronine in a 
normal subj ect ; 

wherein a concentration of triiodothyronine 
which is higher or lower than the urinary 
concentration of triiodothyronine in a normal 
subject indicates that the subject is not 
receiving the proper dosage of thyroxine. 



The method of claim 74, wherein step (b) comprises: 
(1) contact ing^Sri-^^^ent capable of binding to 
triiodothyronine with a pre-determined amount 
of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 



urine sample; and 
(2) determining the amount of detectable 
triiodothyronine which is bound to the agent, 
wherein the difference between the pre- 
determined amount of detectable 
triiodothyronine and the amount of detectable 
triiodothyronine which is bound indicates the 
amount of triiodothyronine present in the urine 
sample . 

The method of^eJ^^__7^ wherein step (b) comprises; 

(1) contacting an agent capable of binding to 
triiodothyronine with a pre-determined amount 
of detectable triiodothyronine and the urine 
sample, so as to form a complex between the 
agent and (i) the detectable triiodothyronine 
or (ii) the triiodothyronine present in the 
urine sample; 

(2) determining the amount of detectable 
triiodothyronine which is not bound to the 
agent, thereby determining the amount of 
triiodothyronine present in the urine sample. 

The n^ethod of claHrs^VS or 76, wherein the agent of 
step XI) which is^- capable of binding to 
triiodothyronine is an antibody. 

The method of c^jjn75 or 76, wherein the agent of 
step (1) whictfr^ is^-c^apable of binding to 
triiodothyronine is^kc triiodothyronine receptor . 



The method of claim^75 orv>6, wherein the detectable 
triiodothyronine is l§teej.ed with a detectable 
marker . \ 
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80 . The m^fejiod of 



wherein a concentration 



lower than u. 3 ng/ml"- or a concentration higher than 



1.5 ng/ml in^i^ates that the subject 
receiving the proAer dosage of thyroxine 



is 



not 



O 

\* 

ill 



10 



15 



20 




25 



A method of determining whether a subject being 
treated with thyroxine is receiving a proper dosage 
of thyroxine which comprises: 



obtaining a suitable urine sample from the 
subj ect ; 

determining the concentration of thyroxine 
in the sample by a method which is not a 
radioimmunoassay; 



c) comparing the concentration of thyroxine 
with\a urinary concentration of thyroxine 
in a normal subject; 

wherein a concentration of thyroxine which is 
higher or lower\thL]|i^he urinary concentration 
of thyroxine im V normal subject indicates 
that the subject i^s not receiving the proper 
dosage of thyroxine. 
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82 . The method of c 
(1) 



81, wherein step (b) comprises: 
contacting an agSnt cajDable of binding to 
thyroxine with ' a pre-determined amount of 
detectable thyroxine and the^ urine sample, so 
as to form a complex between the agent and (i) 

i\ 



the detectable thyroxine or ( 
present in the urine sample; 



N ). the thyroxine 



(2) determining the amount of detectable thyroxine 
which is bound to the agent, wherein the 



4 
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.fference between the pre -determined amount of 
detectable thyroxine and the amount of 
detectable thyroxine which is bound indicates 
the arhount of thyroxine present in the urine 
sample . 

83. The method oF^S^^im 81, wherein step (b) comprises: 

(1) contacting ^i "^g~ ent capable of binding to 
thyroxine wit\ a pre-determined amount of 

10 detectable thyrdxine and the urine sample, so 

as to form a comprfex Between the agent and (i) 
the detectable thyro^>!Ule or (ii) the thyroxine 
present in the urine S^ample; 

(2) determining the amount &± detectable thyroxine 
15 which is not bound to\the agent, thereby 

determining the amount of thyroxine present in 
the urine sample. 

84. Tfte method of clarim^82^or 83, wherein the agent of 
2 0 stejX(l) which is capable of binding to thyroxine is 

an ant\body . 



25 



85. The method\of clarm^§2 or 83, wherein the agent of 
step (1) which is capableSf binding to thyroxine is 
a thyroxine recfepjtor 



86. The method of crg/fr^/or 83, wherein the detectable 
thyroxine is labeled with a detectable marker. 



30 87. The method of^claim 81,\wherein a concentration 
lower than 0.3 ng/ml or^concentration higher than 
1.5 ng/ml indicates that t?he subject is not 
receiving the proper dosage of thyroxine . 
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88. A\[Tiethod of monitoring a subject being 
thyroxine and ensuring that the sub^jec 
proper\dosage of thyroxine which/comp 
(a) determining whether the ^subject 
the proper dosage of thyroxine 

y 74 



any one\of claims^^^74 and 81; 

(b) adjusting^ the dosage if it is determined that 
the subj ecus^is neft; receiving the proper dosage; 

(c) repeating st\ps (a) through (b) throughout the 



treated with 
receives the 
rises : 

is receiving 
the method of 



course of t 
thereby monit 



mg 



treatment ; 

She subject being treated with 



thyroxine a: 



e am 
osaq 



ensuring\that the subject receives the 



proper dosage of thyroxine . 



89. Tfre method of any one of claims 2, 10, 11, 18, 19, 
26,\27, 34, 35, 42, 43,^77^4^7^5^ 60, 61, 68, 75, 
76, 8^2 and 83, wherein the agent of step (1) is 
immobi\ized . 

90. The methdtj of claim 89, wherein the agent is 
immobilized\pn a goTd~^paxtTCle , a latex particle, a 
magnetic particle or other solid phase. 

91. The method of afiy one of claim^lr^9^17 , 25, 33, 
41, 54, 67, 74 anc^ ^1 , wherein the urine sample is 
concentrated . 

92. The method of any one\of claims— 17, 25, 33, 
41, 54, 67, 74 and 81, ^herein the urine^&ample is 
not concentrated . 



93. The method of any one of claSims 6, 14, 22, 30, 38, 
46, 51, 59, 64, 72, 79 shid 867^whe3fein the 



79 aYid 86, 

detectable marker is a colorimeferic , a luminescent, 
or a fluorescent marker. 



